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510(k) Summary

The following 51 0(k) summary has been prepared pursuant to requirements specified in

21 CFR¶}807.92(a).

807~.92(a I)
Submitter Information

Card Graham, Official Correspondent
The Anson Group
7992 Castleway Drive
Indianapolis, Indiana 46250
Phone: (317) 849-1916 x103
Facsimile: (317) 577-9070

Contact Person: Carri Graham

Date: June 24, 2005

807.92(a 2)

Trade Name: (6100) MyLab9O Ultrasound Imaging System

Common Name: Ultrasound Imaging System

Classification Name(s): Ultrasonic pulse doppler imaging system 892.1550

Ultrasonic pulsed echo imaging system 892.1560

Classification Number: 9OIYN; 901Y0

807.92(a)(3)
Predicate Device(s)

Esaote, S.p.A. 7250 Ultrasound Imaging System K982444

Esaote, S.p.A. 7350 Ultrasound Imaging System K050326

Esaote, S.p.A. Technos Ultrasound Imaging System K990360

Esaote, S.p.A. Technos Ultrasound Imaging System K014168

Esaote, S.p.A. Technos Ultrasound Imaging System K023255

Phillips, Inc. iU22 Ultrasound Imaging System K042540
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807.92 (a)(4)

Device Description

The 6100 MyLab 90 is a mainframe ultrasound system used to perform diagnostic

general ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode,

Doppler and Color Flow Mapping and, on lower frequency probes, Tissue Enhancement

Imaging (TEI). The 6100 is equipped with a CRT Color Display. The full alphanumeric

keyboard allows complete on-screen data entry of patient information and on-screen

annotations.
The 6100 can drive phased (PA), convex (CA), linear array (LA) and Doppler probes.

The 6100 is equipped with a DVD-RW disk drive that can be used for image storage.

Data can also be stored directly to a Personal Computer via a LAN port. Optional

accessory devices available for the 6100 include an S-VHS video recorder; a

monochrome or color page printer. The 6100 is equipped with an isolation transformer to

adequately insulate the system's peripherals.

807.92(a)(5)
Intended Use(s)

Esaote's MyLab9O is a mainframe ultrasound system used to perform diagnostic general

ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular, Neonatal

Cephalic, Small organ, Musculoskeletal (Conventional and Superficial), Abdominal,

Fetal, Transvaginal, Transrectal, Adult Cephalic, Pediatric, Laparoscopic, Intraoperative:

Abdominal, and Other: Urologic.
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DEPARTMENT OF HEATH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

JUL 2 0 ZUU5 Rockville MD 20850

Esacte, Sp.A.
%/ Ms. Carri Graham
Consultant
The Anson Group
7992 Castleway Drive
INDIANAPOLIS IN 46250

Re: K051837
Trade Name: MyLab 90 Ultrasound Imaging Systems, Model 6100
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: II
Product Code: IYN, IYO, and LTX
Dated: July 5, 2005
Received: July 6, 2005

Dear Ms. Graham:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the MyLab 90 Ultrasound Imaging Systems, Model 6100, as described in your

premarket notification:



Transducer Model Number

BS230 LA532

CA123 LP323

CA421 PA023

CA430 PA121

CA621 PA122

EC123 PA230

IOE323 TEE022

LA424 TRT23

LA522 2 CW

LA523 5CW

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),

it may be subject to such additional controls. Existing major regulations affecting your device

can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping

the first device, you submit a postclearance special report. This report should contain complete

information, including acoustic output measurements based on production line devices, requested

in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers

Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special

report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved

levels), then the 5 10(k) clearance may not apply to the production units which as a result may be

considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and

prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed



predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industr¥/support/index.htnl

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Mod. 6100

Mode of Operation

Clinical Application F N Color Amplitude Color Ccxbined Other
MWD CWD Doppler Doppler Velocity eci ify)

(PW4) (C F) (CFM) (PD) Imaging

Ophthalmic
N (see N (see

Fetal N N N N N N Note 1) Note 2)
N (see N (see

Abdominal N N N N N N Note 1) Note 2)
N(see N(see

Intraoperative (specify) N N N N N N Note t) Nate 2)

Intraoperative Neurological
N (see N (see

Pediatric N N N N N N Note 1) Note 2)
N (see N (see

Small Organ (specify) N N N N N N Hotel) Note 2)
N (see N (see

Neonatal Cephalic N N N N N N
N (see N (see

Adult Cephalic N N N N N N Note 1) Note 2)
N(see N(see

Cardiac N N N N N N Note 1) Note 2)
N (see N (see

Transesophageal N N N N N N Note 1) Note 2)
N (see N (see

Transrectal N N N N N Hote 1) Note 2)
N(see N(see

Transvaginal N N N N N N Note 1) Note 2)

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N N Note 1) Note 2)
N(see N(see

Laparoscopic N N N N N N Note 1) Note 2)
Muscolo-skeletal N (see N (see
Conventional N N N N N N Note 1) Note 2)

N(see N (see
Muscolo-skeletal Superficial N N N N N N Note 1) Note 2)

N (see N (see
Other (Urological) NI N NNotel
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Ornans (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy
lntraoperative (Abdominal)

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
8+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
TVM (Tissue Velocity Mapping)
Compound

(Diviso ig
Division of Reproductive b.
510(k) Number ./cQ f

Presc/'ipti/o/n~ g 'Use and Radiological Dev-7 ..
1



BS230

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A B M (PVV (CW Doppler Doppler Velcity

(specify) (specify)
(PW)r(CVop(CFM) (PD) Imaging

Ophthatmic

Fetal
N (see N (see

Abdominal N N N N N N Note 1) Note 2)

lntraoperative (specify)

Intraoperative Neuroloical

Pediatric

Small Organ (specify)

Neonatal Cephalic ____ ________

N (see N (see
Adult Cephalic N N N N N N ___ Note !1) Note 2)

N(see N(see
Cardiac N N N N N N Note 1) Note 2)

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urqoloical)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are ive

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
30
VPan
Compound

(Division Sign-Off)
Division of Reproducti. I.
and Radiological Devices // C>)/2 9

Prescription 'use 510(k Number
2



CA123

Mode of Operation

Clinical Application PWD Color Amplitude Color Cmbned Other
A B M F'WO ) Doppler Doppler Velocity (specify) (specify)

('W) ((Va (CFM) (PD) Imaging

Ophthalmic

Fetal
N (see N (see

Abdominal N N N N N Note 1) Note 2)

Intraoperative (specify)

Intraoperative Neurological
N (see N (see

Pediatric N N N N N Hote 1) Note 2)
N(see N(see

Small Organ (specify) N N N N N Note I) Note 2)
N (see N (see

Neonatal Cephalic N N N N N Note 1) Note 2)

Adult Cephalic ___

N (see N (see
Cardiac N N N N N Note 1) Note 2)

Transesophageal

Transrecta(

Transvaginal

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Umlogical)-
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Orans (thyroid, testicles, penis and breast);
Peridpheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (tissue Enhanced Imaging) mode
CnTI/C'-Mode (Contrast Media)
30
VPan
Compound

(Division Sian-Off)
Division of Reproductive, Abdominal,
and Radiological Devices/ 7 s
': 1!('k) Number _ _ _ _ _ _

PreScription Use v/ 3



CA421

Mode of Operation

Clinical Application Color Combined Other
A B M Doppler Doppler Velocity (specify) (specify)

(PW) (CW) (CFM) (PD) Imaging

Ophthalmic N (see N (see

Fetal N N N N N Notee) Note2)
N (see N (see

Abdominal N N N N N Note 1) Note 2)

Intraoperative (specify)

Intraoperative Neurological - -(see _N_(se
N (see N (see

Pediatric N N N N N Note 1) Note 2)

Small Organ (specify)

Neonatal Cephalic __

Adult Cephalic

Cardiac

Transesophagleal ___ ___ _____

Transrectal

Transvagina-

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial N _se ____
N (see N (see

Other (Urological) N N N N N Note 1) Note 2)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+.CW+CFM+PD. where only one mode is live:
B+CFM, M+CFM, B+PW, B+M. B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
Compound

(Division 61gn-OfW /
Division of Reproductive, minal,
and Radiological Devices , 2g~74'3 $
510(k) Number

Prescription Use 4



CA430

Mode of Operation

Clinical Application A Color Amplitude Color
Clinical ( Doppler (PD) Cobine Other

A B M PV4D CWD Doppler Doppler Velocity (speci (specdy)
(PW) CV4) (CFM) (PD) Imgn

Ophthalmic
N (see N (see

Fetal N N N N N Note 1) Note 2)
N (see N (see

Abdominal N N N I N N Note 1) Note 2)

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic'

Adult Cephalic

Cardiac

Transesophaqeal

Transrectal

Transvaginal

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic I
Muscolo-skeletal
Conventional

Muscolo-skeletat Superficial

Other (Urological)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to include Vein Mapping & Sderoterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes am live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
WPan
Compound

(Divisiot inOf '

Dwvision of Reproductive, AbdomMral
Q,, diological Devices Y // 3 -2

Prescription Use / 5



CA621

Mode of Operation

Clinical Application P C Color Amplitude Color Combined Other
DDoppler op(spefy) (specify)

(PWM (CWV) CM(CFM) (PD) Imgn

Ophthalmic ____
N (see N (see

Fetal N N N N N Note 1) Note 2)
N (see N (see

Abdominal NN N N N N Note 1) Note 2)

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Musctlo-skeletal
Conventional

Muscolo-skeletal Superficial N _ ee _N__

N (see N (see
Other (Urological) N N N N N Notel) Note2)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
Compound

(Division sign-bf/)
Division of Reproducti, Abdomin
and Radiological Devices /.: '4
510(k) Number

.Pre'criUtion se e_ _6zi ~~~~~~~~~~~~~~~~~6



EC123

Mode of Operation

Clinical Application PWD Color Amplitude Color Combined Other
A 8 M PWD Doppler Velot (specf (specify)

() CM (PO) Imaging

Ophthaimic
N (see N (see

Fetal N N N N N Note 1) Note 2)

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal IN_(see IN_(se
N (see N (see

Transrecdal N N N N N Note 1) Note 2)
N (see N (see

Transvaginal N N N N N Note 1) Note 2)

Transurethral

Intravascular

Peripheral Vasclr

Laparoscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial
N(see N(see

Other (Urological) N N N N N Notel) Note2
N= new indication; P=- previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live:
B+CFM. M+CFM, B+PW. B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
Compound

(Division Silgn-Off) /
Division of Reproducti~e, Abdomi al.

'd Radiological Devices , ,
1 qk) Number A_ _ _ _ _ _

P"rescript ion 'Use /7



IOE323

Mode of Operation

Clinical Application PWD Color Amplitude Color Combined Other
A 6 M PWD (CVI) Doppler Doppler Velocity (specify) (specify)

(F') (~ (CFM) (PD) Imaging

Ophthalmic

Fetal

Abdominal
N (see N (see

Intraoperative (specify) N N N Hotel) Note2)

Intraoperative Neurological
N (see N (see

Pediatric N N N N N Note 1) Note 2)
N (see N (see

SmallOgan (specify) N N N N N Note 1) Note 2)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Muscofo-skeletal N(see N(see
Conventional N N N N Notel) Note2)

N (see N (see
Muscolo-skeletal Superficial N N N N N Note 1) Note 2)

Other (Urological)
N= new indication; P=- previously cleared by FDA: E= added under Appendix E

Additional Comments:
Small Oqans (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy
Intraoperative (Abdominal)

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM. B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
Wan
Compound

(Division Sign-Off) /}/
Division of Reproductiv, Abdomin,

and Radiological Devices /~1,..~/i,.~-'/
510(k) Number.

Th'scr~ i ptiOu We15 1 8



LA424

Mode of Operation

Clinical Application AM PWD CWD Color Amplitude Color Combined Other
Cliica A liatinr Doppler Veloc obyined Other

(CFM) (PD) Imaging

Ophthalmic ____

Fetal

Abdomninal

tntraoperatve (specify)

Intraoleratwe Neurological
N( N (see

Pediatric N N N N N Note 1) Note 2)
N (see N (see

Small Organ (specify) N N N IN N Note 1) Note 2)

Neonatal Cephatic- - -

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 2)

Laparoscopic
Muscolo-skeletal N (see N (see
Conventional N N N N N Note 1) Note 2)

N (see N (see

Muscolo-skeletal Superficial N IN N N N Note 1) Note 2)

Other (Urologiral) I I I
N= new indication; P= previously cleared by FDA; E added under Appendix E

Additional Comments:
Small Organs (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Sderoterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
Wan
Compound

Division of Reprod Ive, Abdom al
Inuc Radiological Devices

·k l Nuhmber

cri-tL-1Us7 9



LA522

Mode of Operation

Clinical Application WD Color Amplitude Color Combined OtherClinical ~ ~ ~ ~ ~ ~ ~ W AplCatombne O~pther
M Doppler Doppler Velocity

(PW) QZW) (CFM) (PD) Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological N (seeN_(see
N (see N (see

Pediatric N N N N N Note 2)
N (see N (see

Small Organ (specify) N N N N N Note I) Note 2)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transumthral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Muscolo-skeletal N (see N (see
Conventional N N N N N Note 1) Note 2)

N (see N (see
Muscolo-skeletal Superficial N N N N N Note 1) Note 2)

Other (Urological) I I I
N= new indication; P= previously cleared by FDA: E= added under Appendix E

Additional Comments:
Small Oqans (thyroid, testicles. penis and breast);
Peripheral Vascular to include Vein Mapping & Scieroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM, M+CFM. B+PW, B+M. B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
Compound

(Division Sign*Of)//
Division of Reprodu ve, Abdomrnalt
and Radiological Devices
510(k) Number

.XIC .~'A.,t 'LS~ _____________ 10



LA523

Mode of Operation

Clinical Application FWV D Color Amplitude Color Combined Other
A B IM Doppler Doppler Velocity(CFM) (PD) Imagi .ng (specify) (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological N (seeN_(see
N (see N (see

Pediatric N N N N N Hote 1) Note 2)
N (see N (see

Small Organ (specify) N N N N N Note 1) Note 2)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N Note 1) Note 2)

Laparoscopic
Muscolo-skeletal N (see N (see
Conventional N N N N N Note t) Note 2)

N (see N (see
Muscolo-skeletal Superficial N N N N N Note 1) Note 2)

Other (Urological) I
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Small Orqans (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM. M+CFM, B+PW, B+M. B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
Compound

(Division igh-f) ~
Division of Reproducie, Abdominal,
,ind Radiological Devices

/ ( X k~ N um b e r _ _ _ _ _ _ _



LA532

Mode of Operation

Clinical Application A 8 M OO Color Amplitude Color Combined Other
( PWD (W) floppier Doppler Velocity (seiy (pef)

(PW) (CV) CFNI) (PD) Imaging (seiy (pcf)

Ophthalmic

Fetal

Abdominal

lntraoperative (specify) ___ ___ ___ _ __ ____ _ _ _ _

lntraoiperative Neurological __ ___

N (see N (see
Pediatric ___ N N N ___ N N Noe) Note 2)

N (see N (see
Small Organ (specify) N IN N ____ N N Noe 1) Note 2)

Neonatal Cephalic ____

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvag in a

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N ___ N N Note 1) Note 2)

Lalparoscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial ____ __ _____ ___ ___

Other (Urological)- - - E
N= new indication; P= previously cieared by FDA; E= added under AppendixE

Additional Comments:
Small Oroans (thyroid, testicles, penis and breast);
Peripheral Vascular to include Vein Mapping & Sdieroterapy

Note (1): Combinations: any combination of the following modes: 8B-M+PW+CW.CFM.-PD, where only one mode is live;
B+CFM, MACFM, B+PW, B+M. B+CFM.PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTl (Contrast Media)
30
Wan
Compound

<400r Of Reproductive, Abannal,
4,diloqogical Devices li~, 5', 73 7

/ 'ti~~~~~)X ) N um)ber _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

~~s7L~~~~t23i ui X~~~~~~~~~~~ 12



LP323

Mode of Operation

Clinical Application PWD C Color Amplitude Color Combined Other
A M(PW) (CW) Doppler Doppler Velocity (specify) (specify)

(CF (PD) Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)-

Intraoperative Neurlogical

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Penpheral Vascular
N (see N (see

Laparoscopic N N N N N Note 1) Note 2)
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD. where only one mode is live;
B+CFM, M+CFM, B+PW, B+M. B+CFM+PW where all single modes are live.

Note (2): TEl (Ttssue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
Compound

(Division Sign-Off)
Division of Reprod ive, AbdominI,
and Radiological DevicesI0(Xk) Number 1



PA023

Mode of Operation

Clinical Application M W CVA) Color Amplitude Color Combine Other
A B (PW) (CW) ~~Doppler Doppler Velocity (specify) (specify)

(CFM) (PD) Imaging

Ophthalmic

Fetal

Abdominal

lntraoperative (specify) I________

lIntraoperative Neurological N___(see___N__(see__

Pediatric I__ N N N N N N Notel1) Note 2)

Small Organ (specify)
N (see N (see

Neonatal Cephalic N N N N N N ___ Note 1) Note 2)

Adult Cephalic IN(e
N (see Nse

Cardiac N N N N N N Notel1) Note 2)

Transesophageal

Transrectal

Tra nsvag in a

Transurethral

Intravascular
N (siee N (see

Peripheral Vascular N N N N N N Note 1) Note 2)

La pa roscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological),_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to include Vein Mapping & Scleroterapy

Note (1): Combinations: any combination of the following modes: B+M.PW.CW.CFM+PD, where only one mode is live;
B.CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEI (Tissue Enhanced Imaging) mode
CnTl (Contrast Media)
3D
Wlan
TVM (Tissue Velocity Mapping)
Compound

(Division Sign-Off)
Division of Reproductive, Abdominal,

/ ~~~~and Radiological Devices 6 5 g 7
5i1 0(k) Number37



PA1 21

Mode of Operation

Clinical Application ColrFmliudeIClr Combined Other
A 8 M PW(O~ ((W) Doppler Doppler Velocity (sp~ecify (specify)

(PV4) CW) (CFM) (P) Imaging

Ophthalmic

Fetal
N (see N (see

Abdominal N N N N N N Woel1) Note 2)

lntraoperative (specify) __ ___ ____

Intratoperative NeurologticalII I

Pediatric _ _ _ _ _ __ _ _ _

Small Organ (specify) - - ___

Neonatal Cephalic

Adult Cephalic N(e N(e

Cardiac __ N N N N N Notel1) Note 2)

Transesophageal

Transfectal

Transvaginlal

Transurethral

Intravascular

Peripheral Vascular __ ___

La pa roscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial _ ____ ___

Other (Urological) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

N= new indication; P= previously dleared by FDA; E= added under Appendix E

Note (1): C~ombinations: any combination of the following modes: B+M+PW.CW4-CFM+PD, where only one mode is live;
B.CFM. MfCFM, B+PW, B+M. B.CFM.PW where all single modes am live+

Note (2): TOl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VWan
TVM (Tissue Velocity Mapping)
Compound

(DiviSiOn Sign-off)
Division of Reproducti Adminal
and Radiological Devices
51 0(k) Number _ _ _ _ _ _ _ _ _

/ ~~~~~~~~~~~~15



PAl 22

Mode of Operation

Clinical Application WD C Color mpliude Color Combined Other
A B M Doppler Doppler Velocity (specify) (specify)

(P%4) (CW) (CFM) (PD) Imaging

Ophthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological N{(eeNse
N (see N (see

Pediatric N N N N N N Notel) Note2)

Small Organ (specify) N (see N (see
N (see N (see

Neonatal Cephalic N N N N N N Note 1) Note 2)

Adult Cephalice
N (see N (see

Cardiac N N N N N N Note 1) Note 2)

Transesophageal

Transrectal

ITra nsvagin al

Transurethral

Intravascular
N (see N (see

Peripheral Vascular N N N N N N Note 1) Note 2)

Laparroscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superficial

Other (Urological)
N= new indication; P= previously cleared by FDA: E= added under Appendix E

Additional Comments:
Peripheral Vascular to include Vein Mapping & Sderoterapy

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live:
B+CFM, M+CFM. B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
VPan
TVM (Tissue Velocity Mapping)
Compound

Division of Repro duc* Abdomin:C

and Radiologica Devics

...... .... ~ ~ v' 16



PA230

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A B M PWD CWD Doppler Doppler Velocity

(PWO (CM (CFM) (PD) Imaging

Ophthalmic

Fetal
N (see N (see

Abdominal N N N N NNotel) Note 2)

lntraoperative (specify) __ ___ ____

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic
N (see N (see

Adult Cephalic N N N N N N Note 2)
N N(see

Cardiac N N N N N N Note 2)

Transesophageal

Transrectal

Transvagieal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Muscolo-skeletal
Conventional

Muscolo-skeletal Superfidal

Other (Urological)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD, where only one mode is live;
B+CFM. M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
30
VPan
TVM (Tissue Velocity Mapping)
Compound

(DivisionSinOf

Division of Reproductive, Abdomina,
and Radiological Devices/ ifl~~~~~~~1(k~) Number ________________



TEE022

Mode of Operation

Clinical Application PD CD Color Amplitude Color Combined Other
A B M (PWD CWD Doppler Doppler Velocity (seiy (pcf)

('~~ ~~ (CFM) (PD) Imaging ____ ____

Ophthalmic _____

Fetal

Abdomninal

lntraoperative (specify)

Intraoperative Neurological - -

Pediatric

Small Organ (specify) ____

Neonatal Cephalic- -

Adult Cephalic ~~~~~~~~~~~~~N (see N (see

Cardiac N N N N N N Noe) Note 2)
N (see N (see

Transesophageal N N N N N N Nt1) Note 2)

Transrecdal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic
Muscolo-skeletal
Conventional

Muscool-slkeletal Superficial __ __ ___

Other (Urological)- - --

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: Bi-M+PW+CW+CFM+PD. where only one mode is live;
B+CFM, M+CFM, B+PW, B+M, B+CFM+PW where all single modes are live.

Note (2): TEl (Tissue Enhanced Imaging) mode
CnTI (Contrast Media)
3D
W~an
TVM (Fissue Velocity Mapping)
Compound

D'ivisiorn Sign-Off)
Di-)vision of Reproductive, ominal,6
arnd Radiological Devices ,0 7 5
51OI C k) N u mber ___ __ ___ __ ___ __ ___ __

18



TRT23

Mode of Operation

Clinical Application PWD CWt Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify)

(PW) (CW) (CFM) (PD) Imaging

Ophthalmic ___ ________

Fetal

Abdominal

Intraoperative (speci}

Intraoperative Neurokoical

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal _____ N (see N (see

Transrectal N N N N N Note 1) Note 2)

Tra svag in a

Transurethral

Intravascular

Peripheral Vascular

Laparoscpic
Musol0o-skeletal
Conventional

Muscolo-skeletal Superficial Nse N _e

N (see N (see

Other (Urological) N N N N N INote ) Note 2

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Note (1): Combinations: any combination of the following modes: B+M+PW+CW+CFM+PD. where only one mode is live;

B+CFM. M+CFM, B+PW, B+M. B+CFM+PW where all single modes are live.
Note (2): TEl (Tissue Enhanced Imaging) mode

CnTI (Contrast Media)
3D
VPan
Compound

CIL-isIorl sign-off)
'vision of Reproduct e, Abdominal,
.. Radiological Devices .1 l 37-
)O(k} Number P _

/



2 CW

Mode of Operation

Clinical Application Cl A pud or

Aduo lpt Celi r

Ftralsrth

Abd~~~~~~~~~~~W ombinedate

Intravapula

Periphera Vascular

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~(smael Orga (specify)

Nonathalmic - - - -

Adlt p oCe pi __________

Musceetal

Comnveninal

Inter (UrolOca l

PeNnewdiation;cP=pr

Nep isona Sign-Ofc

Trcoanskeetal

Transvajional

Musoolo-sketetal Spria

Division of Reproducti.Abdonla,

and Radiological Devices
510(k) Number 3____-/ _ _'7

/ 20



5 CW

Mode of Operation

Clinical Application Color Amplitude Color Combined Other
A B M PWO CWD Doppler Doppler Velocity (specfy) (specify)

(PW)O (CW) (CFM) (PD) Imaging

Ophthalmic ________

Fetal

Abdominal

Intraoperative (spec-ify)

Intraoprative Neuroloical _

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N

Laparoscopic
Muscolo-skeletal
Conventional

Musoolo-skeletal Superficial

Other Umlolical)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments:
Peripheral Vascular to indude Vein Mapping & Scieroterapy

(Division Sign-Off)
Division of Reproductive, Abdomin
:rvd Radiological Devices
, L k) Number / 2,_ _'/,__ _ _ _ 7

, ............. 21


